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-r/ie MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

THE REPLY FILED 28 May 2004 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 
T^mf rt r fl f, ,r+h^r o^tinn hw thp anniirant is rpnuired to avoid abandonment of this application. A proper reply to a 




Examination (RCE) in compliance with 37 CFR 1.114. 

PERIOD FOR REPLY [check either a) or b)] 

a) H The period for reply expires 3_months from the mailing date of the final rejection. 

b) n The period for reply expires on: (1) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever i: 

' 1 — 1 K r J ..: . ■ r _i ii civ * iamtuc moiling rl-afo r\f tho final rpiertinn 



1 □ A Notice of Appeal was filed on . Appellant's Brief must be filed within the period set forth in 

37 CFR 1 .192(a), or any extension thereof (37 CFR 1 .191(d)), to avoid dismissal of the appeal. 

2. [El The proposed amendment(s) will not be entered because: 

(a) □ they raise new issues that would require further consideration and/or search (see NOTE below); 

(b) [El they raise the issue of new matter (see Note below); 

(c) □ they are not deemed to place the application in better form for appeal by materially reducing or simplifying the 

issues for appeal; and/or 

(d) □ they present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: See attached Advisory Action . 
3-D Applicant's reply has overcome the following rejection(s): . 

4. D Newly proposed or amended claim(s) would be allowable if submitted in a separate, timely filed amendment 

canceling the non-allowable claim(s). 

5. Q The a)D affidavit, b)Q exhibit, or c)D request for reconsideration has been considered but does NOT place the 

application in condition for allowance because: . 

6. Q The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were newly 

raised by the Examiner in the final rejection. 

7. D For purposes of Appeal, the proposed amendment(s) a)D will not be entered or b)D will be entered and an 

explanation of how the new or amended claims would be rejected is provided below or appended. 

The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: . 

Claim(s) objected to: . 

Claim(s) rejected: . 

Claim(s) withdrawn from consideration: . 

8. D The drawing correction filed on isa)D approved or b)D disapproved by the Examiner. 

9. Q Note the attached Information Disclosure Statement(s)( PTO-1449) Paper No(s). . 

10. D Other: 




[dj as Sei TOrm in {U) duuve, n l,mcw\cu. i-vny ic^ijf ic^nvw — 

timely filed, may reduce any earned patent term adjustment. See 37 CFR 1 .704(b). 
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ADVISORY ACTION 

The response, filed on 5/28/2004, under 37 CFR 1.116 in reply to the final 
rejection has been considered but is not entered as it is deemed not to place the 
application in condition for allowance for the following reasons. 

Amendment to claims 1, 30, 42, 44, 47, and 49, if entered, will introduce new 
matter. Applicants have deleted form M definition " or a pharmaceutical^ acceptable 
cation" and added the phrase "" pharmaceutical^ acceptable salt thereof at the last line 
of these claims. The phrase " pharmaceutical^ acceptable salt thereof has no support 
in the specification. Applicants admit that the phrase " pharmaceutical^ acceptable salt 
thereof does not appear in exact language in the specification but that this term is 
implicit in the previous term "" or a pharmaceutical^ acceptable cation". This is not 
persuasive. First of all there is no equivalency of these two phrases and whereas the 
phrase " or a pharmaceutical^ acceptable cation" is limited to the definition of M, the 
phrase " pharmaceutical^ acceptable salt thereof is now global to the genus as whole. 
Finally, a "cation" is distinct from "salt" and hence the scope of "salt" is broader and 
lacks support in the specification. 

The following rejections made in the previous office action are therefore 
maintained. 

Claims 1-4, 6-21, 23-33, 35-39, 42-44, and 47-49 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. Following 
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reasons apply. Any claim not specifically rejected is rejected as being dependent on a 
rejected claim. 

1. Recitation of the term "comprise" in claim 1 in the phrase "Y does not comprise" 
and other dependent claims, render these claims indefinite the transitional 
phrase 'comprise" is open-ended and can include more than what is being 
positively recited therein. See MPEP 2111.03 which states: The transitional term 
"comprising", which is synonymous with "including," "containing," 
or"characterized by," is inclusive or open-ended and does not exclude additional, 
unrecited elements or method steps. See, e.g., Genentech, Inc. v. Chiron Corp., 
112 F.3d 495,501, 42 USPQ2d 1608, 1613 (Fed. Cir. 1997) ("Comprising" is a 
term of art used in claim language which means that the named elements are 
essential, but other elements may be added and still form a construct within the 
scope of the claim.); Moleculon Research Corp. v. CBS, Inc., 793 F.2d 1261, 229 
USPQ 805 (Fed. Cir. 1986); In re Baxter, 656 F.2d 679, 686, 210 USPQ 795, 803 
(CCPA 1981); Ex parte Davis, 80 USPQ 448, 450 (Bd. App. 1948) ("comprising" 
leaves "the claim open for the inclusion of unspecified ingredients even in major 
amounts"). 

2. Recitation of M as "or a pharmaceutical^ acceptable cation" in NHOM of W 
definition in claim 1 and other claims wherever it appears, is vague and unclear 
as a cation can be more than monovalent and such case the valence 
requirement of M is not met with. For example, a pharmaceutical^ acceptable 
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cation can be calcium or magnesium as noted in claim 15 but in such cases what 
is appended to second valence of these cations remains unknown. 



Any inquiry concerning this communication from the examiner should be 
addressed to Venkataraman Balasubramanian (Bala) whose telephone number is (571) 
272-0662. The examiner can normally be reached on Monday through Thursday from 
8.00 AM to 6.00 PM. The Supervisory Patent Examiner (SPE) of the art unit 1624 is 
Mukund Shah whose telephone number is (571) 272-0674. If Applicants are unable to 
reach Mukund Shah within 24-hour period, they may contact James O. Wilson, Acting- 
SPE of art unit 1624 at 571-272-0661. The fax phone number for the organization 
where this application or proceeding is assigned (703) 872-9306. Any inquiry of a 
general nature or relating to the status of this application or proceeding should be 
directed to the receptionist whose telephone number is (571) 272-1600. 
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